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DETAILED ACTION 

Response to Amendment 

1. Applicant's amendment of claims 1, 13, 19, 26, and 27 in the reply filed on May 16, 2008 
is acknowledged. 

Claim Objections 

2. Claims 13 and 19 are objected to because of the following informalities: 

a. Regarding claim 13, please substitute "said hemispherical articulating terminating" (see line 4) 
with —said hemispherical articulating surface terminating-. Appropriate correction is required. 

b. Regarding claim 19, please substitute "having an articulating surface which terminates" (see 
line 9) with —having at* a hemispherical exterior articulating surface which terminates—. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claim 19-22, 24, and 27 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Regarding claim 19: 

i. The limitation "positioning a resurfacing humeral head implant" is indefinite as to the 
scope of the invention. The claim language does not indicate where said "positioning" takes 
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place (e.g., —on said resected portion of the humeral head--). Said limitation will be broadly 
interpreted. Claims 20-22 and 24 depend on claim 19. 

ii. The limitation "said implant having an articulating surface which terminates at a 
hemispherical equator and an extended articulating surface protruding from only a portion of 
the hemispherical equator of said resurfacing head on the resurfaced surface of the humeral 
head" is indefinite as to the scope of the invention. Is the "hemispherical equator" a structure of 
the resurfaced/resected humeral head? Or, is the "hemispherical equator" a structure of the 
"resurfacing humeral head implant"? Said limitation will be broadly interpreted. Claims 20-22 
and 24 depend on claim 19. 

iii. The limitation "said resurfacing head having an interior surface having a pair of 
interior surfaces being complementary with the pair of intersecting interior surfaces'" is 
indefinite as to the scope of the invention. Does said "resurfacing head" refer to the 
resurfaced/resected humeral head, the "resurfacing humeral head implant", or the "extended 
articularting surface"? Said limitation will be broadly interpreted. Claims 20-22 and 24 depend 
on claim 19. 

b. Regarding claim 27, the limitation "the flange exterior surface" (see line 2) lacks antecedent 
basis. This was addressed in the previous office action. Further, comparing claim 26 to claim 27, 
it is confusing if the structure "defining a peripheral base surface" (see line 2) is the 
"hemispherical exterior articulating surface" (as claimed in claim 26) or the "flange exterior 
surface" (as claimed in claim 27). 
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Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 1-3, 5, 7-11, 13, 14, 17, 19-22 and 24 are rejected under 35 U.S.C. 102(b) as 
being clearly anticipated by Sutter et al. (US 4,328,593 A). 

Referring to Figures 1-14, Sutter et al. disclose a method (see Figures 4 and 5; see column 5, line 
65 to column 6, line 28) for resurfacing a humeral head of an implant site. 
The resurfacing humeral head implant comprising: 

(i) A hemispherical exterior articulating surface (e.g., cap 3), defining a terminating rim 
(terminating ring of cap 3); 

(ii) A concave interior surface (e.g., 3d, or inner cap surface; see Figures 1,3,6, 10, 11, and 14) 
opposite said exterior articulating surface; 

(iii) An integral (i.e., unitary, see column 9, lines 9-12) straight anchoring device (e.g., sleeve 7) 
having a textured outer surface (see column 5, lines 55-65), said anchoring device extending 
from said interior surface; and 

(iv) An extended articulating surface (e.g., 3c) protruding (e.g., radially) from only a portion 
(e.g., from the periphery) of the terminating rim of said hemispherical exterior articulating 
surface (see Figure 3). 

Said extended articulating surface having a pair of interior intersecting flat planar surfaces 
(Figures 1-3, 7, 9, and 10: ribs 3g and grooves 3f; see column 4, lines 47-64; column 5, lines 32- 



Application/Control Number: 1 0/669,97 1 Page 5 

Art Unit: 3774 

53), said flat planar surfaces being generally parallel to the integral straight anchoring device 
(clearly seen in Figures 1-3; see column 4, lines 47-64; column 5, lines 32-53) and forming a 
"V" shaped surface (see Figures 2 and 7). Sutter et al. disclose ribs 3g and grooves 3f are used in 
order to permit the prosthesis to be firmly and durably secured without cement (among other 
advantages; see Abstract; see column 4, lines 47-64; column 5, lines 32-53). 
The method comprising: 

(i) Resurfacing the humeral head so as to remove a portion of the humeral head (compare Figure 
4 to Figure 5) leaving a resurfaced surface; 

(ii) Boring a hole (Figure 5: bore/hole 11c, which will accept sleeve 7) into the humeral head; 

(iii) Resecting a portion of the humeral head (Figure 5) so as to form a pair of intersecting planar 
surfaces (see column 6, lines 12-15); another possible interpretation for "to form a pair of 
intersecting planar surfaces" occurs when implanting/manipulating the resurfacing humeral head 
implant; 

(iv) Positioning a resurfacing humeral head implant (see Figures 1-14); 

(v) Aligning the pair of interior surfaces with the pair of intersecting surfaces; and 

(vi) Positioning an extended articulating surface (it should be noted that, from the claim 
language, an arbitrary line or boundary distinguishes/defines the "extended articulating surface") 
of the resurfacing humeral head implant in a lateral region of the humeral head so as to articulate 
with at least one of a bone and a ligament and interface with the planar surface. The "step 
region" could be the material thickness at the end (e.g., periphery) of the "extended articulating 
surface". 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 1-3, 5-11, 13-15, 17, 26, and 27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over BIOMET brochure (engineering drawings submitted 7/22/1997, and 
cited in Applicant's IDS of 12/17/2003) in view of Sutter et al. (US 4,328,593 A). 

Referring to Drawings 1-4, the BIOMET brochure discloses a monolithic resurfacing humeral 
implant comprising: 

(i) A hemispherical exterior articulating surface defining a terminating rim (terminating ring of 
the head); 

(ii) A concave interior surface opposite said exterior articulating surface; 

(iii) An integral (i.e., unitary) straight, tapered anchoring device (see drawings) having a textured 
outer surface (brochure disclosed it as a glass bead blast), said anchoring device extending from 
said interior surface; and 

(iv) An extended articulating surface protruding (e.g., axially) from only a portion (e.g., from the 
periphery) of the terminating rim of said hemispherical exterior articulating surface. The second 
(i.e., lateral view) and fourth (i.e., main or fourth) drawings show the extended articulating 
surface as comprising a "step". Regarding claims 26 and 27, the main figure of the brochure 
clearly shows the hemispherical exterior articulating surface as defining a peripheral base 
surface, and wherein the extended articulating surface defines an upper surface between the 
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planar surface and the concave interior surface, said upper surface being generally parallel to the 
base surface (just like Applicant's). The term "planar" is generally defined as: "Of, relating to, or 
situated in a plane"; "of, relating to, or lying in a plane". The "extended articulating surface" of 
the BIOMET implant comprises an interior surface "situated in a plane" or "lying in a plane". 
The BIOMET brochure discloses the invention as claimed except for particularly disclosing 
recently added limitation "a pair of intersecting flat planar INNER surfaces, said planar surfaces 
being generally parallel to an integral straight anchoring device and forming a "V" shaped 
surface". However, this is already known in the art. For example, Sutter et al. disclose a 
monolithic resurfacing humeral implant comprising an extended articulating surface having a 
pair of flat intersecting inner planar surfaces (Figures 1-3, 7, 9, and 10: ribs 3g and grooves 3f; 
see column 4, lines 47-64; column 5, lines 32-53), said planar inner surfaces being generally 
parallel to an integral straight anchoring device (clearly seen in Figures 1-3; see column 4, lines 
47-64; column 5, lines 32-53) and forming a "V" shaped surface (see Figures 2 and 7) in order to 
permit the monolithic resurfacing humeral implant to be firmly and durably secured without 
cement (among other advantages; see Abstract; see column 4, lines 47-64; column 5, lines 32- 
53). Therefore, it would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to have combined the teaching of a monolithic resurfacing humeral 
implant comprising an extended articulating surface having a pair of intersecting flat planar inner 
surfaces, said planar surfaces being generally parallel to an integral straight anchoring device and 
forming "V" shaped surface, as taught by Sutter et al., with the monolithic resurfacing humeral 
implant of the BIOMET brochure, in order to permit the monolithic resurfacing humeral implant 
to be firmly and durably secured without cement. Looking to Applicants' specification (see 
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paragraphs 0022 and 0027), there is no criticality in the use of a "planar "V" shaped inner 
surface". Furthermore, the Applicant admits in the present application that "the resection 52 may 
be of various other shapes or configurations" (see paragraph 0027). 

As noted by the United States Supreme Court, if a person of ordinary skill can implement 
a predictable variation, § 103 likely bars its patentability. For the same reason, if a technique has 
been used to improve one device, and a person of ordinary skill would recognize that it would 
improve similar devices in the same way, using the technique is obvious unless its actual 
application is beyond his or her skill. KSR, 127 S. Ct. at 1740. "When there is a design need or 
market pressure to solve a problem and there are a finite number of identified, predictable 
solutions, a person of ordinary skill has good reason to pursue the known options within his or 
her technical grasp. If this leads to the anticipated success, it is likely the product is not of 
innovation but of ordinary skill and common sense. In that instance the fact that a combination 
was obvious to try might show it was obvious under 35 U.S.C. 103." KSR Int'l Co. v. Teleflex 
Inc., 127 S.Ct. 1727, 1742, 82USPQ2d 1385, 1396(2007). 

9. Claims 1-3, 6-13, 15, 17, 19-22, 24, 26, and 27 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Long et al. (US PG Pub No 2004/0193277 Al) in view of 
Sutter et al. (US 4,328,593 A). 

Referring to Figures 7-23, Long et al. disclose a monolithic resurfacing humeral implant 

comprising: 

(i) A hemispherical exterior articulating surface (first body articulating surface 24), defining a 
terminating rim (terminating ring of 24), clearly seen in Figures 7 and 10; 
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(ii) A concave interior surface (interior surface of first body 22) opposite said exterior 
articulating surface; 

(iii) An integral (i.e., unitary) straight, tapered anchoring device (stem 36) having a textured 
outer surface (see blasted surface shown in Figure 10), said anchoring device extending from 
said interior surface; and 

(iv) An extended articulating surface (second body articulating surface 32 of second body 30) 
protruding (e.g., radially or axially) from only a portion (e.g., periphery) of the terminating rim 
of said hemispherical exterior articulating surface, said extended articulating surface having at 
least one planar interior surface. Regarding claims 26 and 27, the Figures clearly shows the 
hemispherical exterior articulating surface as defining a peripheral base surface, and wherein the 
extended articulating surface defines an upper surface between the planar surface and the 
concave interior surface, said upper surface being generally parallel to the base surface (just like 
Applicant's). The term "planar" is generally defined as: "Of, relating to, or situated in a plane"; 
"of, relating to, or lying in a plane". The "extended articulating surface" of the Long et al. 
implant comprises an interior surface "situated in a plane" or "lying in a gjane". Long et al. also 
disclose the method as claimed in claims 19-22 and 24 (see pages 4-6), including resecting the 
humeral head to form planar surfaces. 

Long et al. disclose the invention as claimed except for particularly disclosing recently 
added limitation "a pair of intersecting flat planar surfaces, said planar surfaces being generally 
parallel to an integral straight anchoring device and forming a "V" shaped surface". However, 
this is already known in the art. For example, Sutter et al. disclose a monolithic resurfacing 
humeral implant comprising an extended articulating surface having a pair of intersecting inner 
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flat planar surfaces (Figures 1-3, 7, 9, and 10: ribs 3g and grooves 3f; see column 4, lines 47-64; 
column 5, lines 32-53), said planar surfaces being generally parallel to an integral straight 
anchoring device (clearly seen in Figures 1-3; see column 4, lines 47-64; column 5, lines 32-53) 
and forming a "V" shaped surface (see Figures 2 and 7) in order to permit the monolithic 
resurfacing humeral implant to be firmly and durably secured without cement (among other 
advantages; see Abstract; see column 4, lines 47-64; column 5, lines 32-53). Therefore, it would 
have been obvious to a person having ordinary skill in the art at the time the invention was made 
to have combined the teaching of a monolithic resurfacing humeral implant comprising an 
extended articulating surface having a pair of intersecting inner flat planar surfaces, said planar 
surfaces being generally parallel to an integral straight anchoring device and forming a "V" 
shaped surface, as taught by Sutter et al., with the monolithic resurfacing humeral implant of 
Long et al, in order to permit the monolithic resurfacing humeral implant to be firmly and 
durably secured without cement. Looking to Applicants' specification (see paragraphs 0022 and 
0027), there is no criticality in the use of a "planar "V" shaped inner surface". Furthermore, the 
Applicant admits in the present application that "the resection 52 may be of various other shapes 
or configurations" (see paragraph 0027). 

As noted by the United States Supreme Court, if a person of ordinary skill can implement 
a predictable variation, § 103 likely bars its patentability. For the same reason, if a technique has 
been used to improve one device, and a person of ordinary skill would recognize that it would 
improve similar devices in the same way, using the technique is obvious unless its actual 
application is beyond his or her skill. KSR, 127 S. Ct. at 1740. "When there is a design need or 
market pressure to solve a problem and there are a finite number of identified, predictable 
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solutions, a person of ordinary skill has good reason to pursue the known options within his or 
her technical grasp. If this leads to the anticipated success, it is likely the product is not of 
innovation but of ordinary skill and common sense. In that instance the fact that a combination 
was obvious to try might show it was obvious under 35 U.S.C. 103." KSR Int'l Co. v. Teleflex 
Inc., 127 S.Ct. 1727, 1742, 82USPQ2d 1385, 1396 (2007). 

10. Claim 5 and 14 rejected under 35 U.S.C. 103(a) as being unpatentable over Long et al. 
(US PG Pub No 2004/0193277 Al), as modified by Sutter et al. (US 4,328,593 A), and further 
in view of Copeland™ Humeral Resurfacing Head (Biomet Orthopedics, Inc.: 2000 brochure). 

Long et al, as modified by Sutter et al., disclose the invention as claimed in claims 1-3, 
6-13, 15, 17, 19-22, 24, 26, and 27. Long et al. did not particularly disclose the stem as having 
flutes. However, this is well known in the art. For example, the Copeland brochure discloses a 
monolithic resurfacing humeral implant comprising a tapered post having flutes/ribs in order to 
improve the mechanical press-fit and prevent rotation of said implant. Therefore, it would have 
been obvious to a person having ordinary skill in the art at the time the invention was made to 
have combined the teaching of a monolithic resurfacing humeral implant comprising a tapered 
post having flutes/ribs, as taught by the Copeland brochure, with the monolithic resurfacing 
humeral implant of Long et al., in order to improve the mechanical press-fit and prevent rotation 
of said implant. 
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Response to Arguments 

11. With regards to the 1 02(b) rejection based on Sutter et al. (US 4,328,593 A), Applicant's 
arguments filed May 16, 2008 have been fully considered but they are not persuasive. 

a. The Applicant argues that Sutter et al. '593 does not disclose "protruding from only a portion 
of the terminating rim of said hemispherical exterior articulating surface" (see claim 1), and 
"protruding from only a portion of said hemispherical equator of said hemispherical exterior 
articulating surface" (see claim 13 and claim 19). The Examiner respectfully disagrees. The 
"protruding from only a portion" is broadly interpreted as protruding radially from the 
periphery of the terminating rim (or hemispherical equator), as clearly shown by Sutter et al. 
'593. 

b. The Applicant argues that Sutter et al. '593 does not disclose "to form a pair of intersecting 
planar surfaces". The Examiner respectfully disagrees. During surgery, the ribs will resurface 
bone surface. Also, the flat planar inner surfaces of the flange will be aligned with the flat planar 
surfaces on the bone surface. Further, independent claim 19 has several 1 12 2nd paragraph 
issues. 

12. With regards to: (i) the 103(a) rejection based on BIOMET brochure (engineering 
drawings submitted 7/22/1997, and cited in Applicant's IDS of 12/17/2003) in view of Sutter et 
al. (US 4,328,593 A); AND (ii) the 103(a) rejection based on Long et al. (US PG Pub No 
2004/0193277 Al) in view of Sutter et al. (US 4,328,593 A), Applicant's arguments filed May 
16, 2008 have been fully considered but they are not persuasive. 
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a. Each of BIOMET brochure (engineering drawings submitted 7/22/1997, and cited in 
Applicant's IDS of 12/17/2003) AND Long et al. (US PG Pub No 2004/0193277 Al) clearly 
teaches a hemispherical exterior articulating surface defining a terminating rim, and an extended 
articulating surface as protruding (e.g., axially) from only a portion (e.g., from the periphery) of 
the terminating rim of said hemispherical exterior articulating surface. 

b. Contrary to Applicants' opinion (i.e., "Further, the Office has not presented a prima facie 
case of obviousness. In this regard, the Office has not determined the scope and content of the 
prior art, ascertained the differences between the prior art and the claims, or considered the 
level of ordinary skill in the pertinent art"), each of the 103(a) rejections clearly present the 
scope and content of the prior art, ascertained the differences between the prior art and the 
claims, or considered the level of ordinary skill in the pertinent art. 

c. In response to applicant's argument that the examiner's conclusion of obviousness is based 
upon improper hindsight reasoning, it must be recognized that any judgment on obviousness is in 
a sense necessarily a reconstruction based upon hindsight reasoning. But so long as it takes into 
account only knowledge which was within the level of ordinary skill at the time the claimed 
invention was made, and does not include knowledge gleaned only from the applicant's 
disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 

USPQ 209 (CCPA 1971). 

d. The combination of the teachings of the BIOMET brochure and Sutter et al. '593 results in a 
humeral implant comprising a flange or extended articulating surface protruding/extending from 
only a portion of a terminating rim of a hemispherical exterior articulating surface, which 
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extended articulating surface comprises a pair of inner intersecting flat planar surfaces forming a 
"V-shaped" inner surface. 

e. The combination of the teachings of the Long et al. and Sutter et al. '593 results in a humeral 
implant comprising a flange or extended articulating surface protruding/extending from only a 
portion of a terminating rim of a hemispherical exterior articulating surface, which extended 
articulating surface comprises a pair of inner intersecting flat planar surfaces forming a "V- 
shaped" inner surface. 

f. As noted by the United States Supreme Court, if a person of ordinary skill can implement a 
predictable variation, § 103 likely bars its patentability. For the same reason, if a technique has 
been used to improve one device, and a person of ordinary skill would recognize that it would 
improve similar devices in the same way, using the technique is obvious unless its actual 
application is beyond his or her skill. KSR, 127 S. Ct. at 1740. "When there is a design need or 
market pressure to solve a problem and there are a finite number of identified, predictable 
solutions, a person of ordinary skill has good reason to pursue the known options within his or 
her technical grasp. If this leads to the anticipated success, it is likely the product is not of 
innovation but of ordinary skill and common sense. In that instance the fact that a combination 
was obvious to try might show it was obvious under 35 U.S.C. 103." KSR Int'l Co. v. Teleflex 
Inc., 127 S.Ct. 1727, 1742, 82USPQ2d 1385, 1396 (2007). 



Conclusion 

13. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Javier G. Blanco whose telephone number is 571-272-4747. The 
examiner can normally be reached on M-F (9:00 a.m.-7:00 p.m.), first Friday of the bi-week off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on (571)272-4749. The fax phone numbers for the 
organization where this application or proceeding is assigned is 571-273-8300 for regular 
communications and After Final communications. Any inquiry of a general nature or relating to 
the status of this application or proceeding should be directed to the receptionist whose telephone 
number is 703-308-0858. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Javier G. Blanco/ 
Examiner, Art Unit 3774 
/Dave Willse/ 

Primary Examiner, Art Unit 3738 



